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DETAILED ACTION 

Response to Amendment 

1 . According to tine Amendment, filed 04 December 2009, tine status of tine claims is 
as follows: 

Claim 32 is currently amended; 
Claims 2-7, 9-12, and 14 are as originally filed; 
Claims 1, 8, 13, and 15 are previously presented; and 
Claims 16-31 are cancelled. 

2. The 35 U.S.C. 112, second paragraph, rejections to claim 32 is WITHDRAWN in 
view of the Amendment, filed 04 December 2009. 

Response to Arguments 

3. Applicant's arguments, see Remarks, p. 5, filed 04 December 2009, with respect 
to the rejection of claims 1-15 and 32 under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement, have been fully considered, and are 
persuasive. The rejection of claims 1-15 and 32 has been withdrawn. 

4. Applicant's arguments, see Remarks, pp. 5-7, filed 04 December 2009, with 
respect to the rejection of claims 1-15 and 32 under 35 U.S.C. 103(a) as being 
unpatentable over Schnitzer et al, U.S. Patent No. 5,692,497 A ("Schnitzer"), in view of 
Derrick et al, U.S. Patent No. 5,046,491 A ("Derrick"), and further in view of Allen et al. 
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U.S. Patent No. 6,142,950 A ("Allen"), have been fully considered, but they are not 
persuasive. 

Applicant contends, see Remarks, p. 6, the following: 

Schnitzer fails to disclose an electronic controller that automatically 
gathers information regarding an additional aspect of the respiratory 
condition of the patient when the system alerts the user of a potential 
problem. Schnitzer discloses "continuous capture of patient data for 'real- 
time' read out or storage for future. ..use" and warning buzzers, alarms or 
lights, but Schnitzer does not teach or suggest an electronic controller that 
gathers information regarding an additional aspect of the respiratory 
condition, as in claim 1 . The monitoring of Schnitzer may disclose 
continuing to gather the same type of information that was gathered prior 
to an alarm situation, but Schnitzer does not disclose also gathering new 
types of information when alerting the user. 

The Office Action points to Schnitzer's disclosure of calculating 
VdA/t, CO2 production, or O2 consumption. However, this calculation is 
not information gathering, but rather manipulation of/calculations based on 
previously gathered data (or in real-time, currently gathered data 
regarding the same aspect of the respiratory condition). Further, the CPU 
of Schnitzer is not automatically gaVnenng this information; these 
calculations are "operator-specific." Schnitzer does not teach or suggest 
an electronic controller that automatically gatliers information regarding an 
additional aspect of the respiratory condition of the patient when said 
visual display alerts the user. 

However, this argument is not persuasive. Based on broadest reasonable 

interpretation, Schnitzer teaches the limitation "said electronic controller automatically 
gathers information regarding an additional aspect of the respiratory condition of the 
patient when said visual display alerts the user" in claim 1 . "Gather" is defined as "to 
bring together or assemble from various places, sources, or people; collect gradually" or 
"to collect", according to Dictionary.corn Unabridged. Random House, Inc. 19 Mar. 
2010. <Dictionary.com http://dictionary.refe rence.CQm /brQwse/gather>. Thus, based on 



broadest reasonable interpretation, "gathering information regarding an additional 
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aspect of the respiratory condition..." includes information collected from a calculated 

source. Schnitzer explicitly states "[t]he information collected and controlled by the 

system 10 is both viewed and defined at the display and interface section 90." 

In addition, Schnitzer discloses the following: 

With further reference to FIG. 2, on-line visual color display and 
interface 132 is provided for the user to monitor and control all activities 
associated with the subsystem 136 . The feedback circuitry of the 
subsystem 136 with the microprocessor thus permits closed-loop control 
of rate, flow, oxygen concentration, circuit PEEP levels, and 
concentrations and flows of any other gases . These parameters are 
derived from the signals produced bv the various sensors of FIG. 3 . In the 
illustrated form of the invention, these signals are sampled, via the A-D 
converter 134. and stored in memory 135 at user-defined rates for as- 
needed retrieval and analysis . The memory 135 may be, for example, a 
floppy disk drive or internal RAM or hard drive of an associated computer. 
These patient data may be stored to provide a permanent log of all events 
related to the patient's course on the ventilator, and allow on-line and 
retrospective analysis of pulmonary function, i.e.. compliance, and gas 
analysis as a function of time. Furthermore, the CPU 130 can perform 
operator-specific physiological calculations on-line and in real-time, such 
as the calculation of V.sub.D A/.sub.T. CO.sub.2 production, and O.sub.2 
consumption . Alternatively, these data can be stored for later analysis and 
review. 

The above disclosure teaches how the information regarding rate, flow, oxygen 
concentration, and PEEP levels is automatically gathered, or independently collected, 
and stored within the memory of an electronic controller, i.e. associated computer. 
According the above disclosure, CPU 130 collects or calculates information regarding 
an aspect of respiratory condition independent of human assistance in the collection or 
calculation of the information. 

For the above reasons, the 35 U.S.C. 103(a) rejection is maintained. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed 
or described as set forth in section 102 of this title, if the differences between the 

subject matter sought to be patented and the prior art are such that the subject 
matter as a whole would have been obvious at the time the invention was made 
to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was 
made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 

not commonly owned at the time a later invention was made in order for the examiner to 

consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 

prior art under 35 U.S.C. 103(a). 
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5. Claims 1-15 and 32 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Schnitzer in view of Derrick, and further in view of Allen. 
Claims 1-15 : Schnitzer teaches a respiratory monitoring system 10 comprising: a 
patient interface (see schematic in fig. 2) comprising a "patient insert" (i.e. endotracheal 
tube, ETT, or reverse thrust catheter, RTC, see col. 7, II. 35-37) 12 and a visual display 
132, the nasal cannula 12 comprising at least a first nasal capnography port 19 and a 
first pressure sensor port 64 (see fig. 1 B); a respiratory monitor (flow/pressure bi-direct 
alert, which detects an incorrect flow and/or an undesirable pressure) 18, comprising a 
pressure sensor; and an electronic controller (central processor or microprocessor 130) 
22; wherein the electronic controller manages a drug delivery device, such as a 
sedation and analgesia system (see col. 2, II. 29-35, and col. 4, II. 34-40); user interface 
allowing a user to enter inputs corresponding to thresholds relating to inhalation or 
exhalation of the patient (see col. 8, II. 54-59; wherein pressure waveform analysis and 
segmentation is used to identify one of respiratory effort and effect (see col. 8, II. 49-67); 
wherein alarm conditions are determined based certain criteria including relation to 
predetermined thresholds (see col. 9, II. 25-36); LEDs (see col. 3, II. 52-59); wherein the 
visual display 132 is updated in real time (see col. 4, II. 24-34). 

In addition, Schnitzer teach the visual display 1 32 alerts the user of a potential 
problem and the electronic controller 22 automatically gathers information regarding an 
additional aspect of the respiratory condition of the patient, e.g. one of whether the 
patient is inhaling or exhaling, the rate of inhalation and/or exhalation, and the 
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magnitude of inlialation and/or exhalation, when said visual display alerts the user as 

follows (see col. 4, II. 128-34): 

The computer or microprocessor control of the invention provides flexibility 
so far unavailable in existing ventilators, so as to provide, for example, 
continuous capture of patient data for "real-time" read out or storage for 
future clinical or research use . The invention also provides for continuous 
and "real time" monitoring of relevant patient data , e.g., physiological 
trends, compositions, flows, pressures, volumes, and dynamic compliance 
d ata ; and responds or notifies the user or connected facility of user- 
selected warnings, e.g.. a warning buzzer, alarm or light, when a selected 
data characteristic is met . 

In addition, Schnitzer teaches the following (see col. 8, II. 49-67): 

The feedback circuitry of the subsystem 1 36 with the 
microprocessor thus permits closed-loop control of rate, flow, oxygen 
concentration, circuit PEEP levels, and concentrations and flows of any 
other gases. These parameters are derived from the signals produced by 
the various sensors of FIG. 3. In the illustrated form of the invention, these 
signals are sampled, via the A-D converter 134. and stored in memory 135 
at user-defined rates for as-needed retrieval and analysis . The memory 
135 may be, for example, a floppy disk drive or internal RAM or hard drive 
of an associated computer. These patient data may be stored to provide a 
permanent log of all events related to the patient's course on the 
ventilator, and allow on-line and retrospective analysis of pulmonary 
function, i.e.. compliance, and gas analysis as a function of time . 
Furthermore, the CPU 130 can perform operator-specific physiological 
calculations on-line and in real-time, such as the calculation of Vn A/t. CO? 
production, and O? consumption . Alternatively, these data can be stored 
for later analysis and review. 

Thus, Schnitzer's electronic controller 22 can gather information regarding an additional 

aspect of the respiratory condition, e.g. Vd A/t, CO2 production, or O2 consumption, 

through "operator-specific physiological calculations on-line and in real-time". 

Although Schnitzer does not explicitly teach a nasal cannula, an ear mount and a 

support band, Schnitzer teaches that the "subsystem 136 is connected for fluid 

communication with the patient 138, for example , through pneumatic tube (e.g., an ETT) 
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and an RTC (not shown)" (see col. 7, II. 35-37). However, Derrick teaches an apparatus 
for gas analysis comprising a nasal cannula 10, an ear mount/support band 28 that is 
adapted for placement on both ears and provides stability (see figs. 1 and 2). 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify Schnitzer to have a nasal cannula assembly because the 
scope of Schnltzer's Invention encompasses other types of fluid communication with 
patients other than ETT and RTC, such as nasal cannula. 

Neither Schnitzer nor Derrick teaches a visual display that "is adapted to be 
positioned at a suitable location on the body of a patient such that said Indicators are 
visible to a user while simultaneously observing the patient". However, this display 
feature is well-known in the art. For example, Allen teaches a respiratory monitoring 
system (apnea screening device) 10 comprising: a nasal interface/cannula (airflow 
sensor) 1 1 with an ear mount (adjustable elastic strap worn around the back of the head 
and around the ears for good stability and comfort) 20; and a display (display means) 16 
(see col. 5, II. 6-24, and col. 6, II. 26-38). Thus, it would have been obvious for one of 
ordinary skill in the art at the time the invention was made to modify Schnitzer in view of 
Derrick to have a respiratory monitoring system with a visual display adapted to be 
positioned at a suitable location on the body of a patient as taught by Allen In order to 
have a display attached to a patient that is unobtrusive, comfortable, and stable (as 
stated by Allen, see col. 6, II. 26-38). 
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Conclusion 

6. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

The other patents cited in the PTO-892 teach subject matter related to the 
Applicant's claims. The Examiner suggests reviewing these patents before responding 
to the present Office Action. 

7. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to NAVIN NATNITHITHADHA whose telephone number is 
(571 )272-4732. The examiner can normally be reached on Monday-Friday, 9:00 am - 
5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor, II can be reached on (571 ) 272-4730. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/N. N./ 

Examiner, Art Unit 3735 
03/19/2010 



/Charles A. Marmor, 11/ 
Supervisory Patent Examiner 
Art Unit 3735 



